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OPI NIl ON AND ORDER

The Adm ni strator and respondent both appeal the witten
initial decision of Adm nistrative Law Judge WIlliam A Pope, |1
i ssued on January 18, 2001, after a hearing that amassed fourteen
days of testinony and numerous exhibits over four separate
sessi ons between January and August 2000.EI By that decision, the

| aw judge affirmed the Adm nistrator’s energency revocation of

! The law judge's 34-page initial decision is attached.
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all airman certificates, including Airline Transport Pil ot
("ATP") Certificate Nunmber 0002135921, for respondent's all eged
refusal to submt to a Departnment of Transportation ("DOI")-
requi red randomdrug test in violation of Federal Aviation
Regul ation ("FAR') section 61.14(b).E] We grant respondent’s
appeal, and deny the Adm nistrator’s appeal.

The Adm nistrator's Amended Energency Order of Revocation
(the text of which is set forth in footnote 1 of the |aw judge's
attached initial decision) alleged that on April 14, 1999,
respondent, a captain for Airborne Express ("Airborne"), provided
a urine specinmen pursuant to Airborne's DOT-mandated random drug
testing program Subsequent testing of the specinen by
Laboratory Corporation of Anmerica ("LabCorp") revealed that it
contai ned an unnaturally high level of nitrite (6,909 pg/nL),

i ndi cating that the speci nen had been adul terat ed. B

> FAR section 61.14(b), 14 C.F.R Part 61, states:

Sec. 61.14 Refusal to submt to a drug or al coho
test.

* * * * *

(b) Refusal by the hol der of any certificate or rating
i ssued under this part to take a drug test required
under the provisions of appendix | to part 121 or an
al cohol test required under the provisions of appendix
J to part 121 is grounds for --

* * * * *

(2) Suspension or revocation of any certificate,
rating, or authorization issued under this part.

3 Appendix |, Part 121, defines a refusal to subnit to a drug
test:
(continued . . .)



At the hearing, the Adm nistrator and respondent presented
extensive factual and expert testinony, and nunerous docunentary
exhibits.IZI The Adm nistrator, in her case in chief, presented
testi nmony about the collection of respondent's sanmple fromthe
nurse who perforned the task, as well as the expert testinony of
Federal Aviation Admnistration ("FAA") Inspector Ral ph Gall egos,
of the FAA's Ofice of Aviation Mdicine, who concluded that the
procedures utilized on April 14, 1999, nmet the requirenents of 49
CFR Part 40, including those pertaining to the security and
integrity of collected sanples. 1In addition, the Adm nistrator
presented the testinony of the LabCorp individuals who perforned,
respectively, the qualitative and quantitative nitrite analysis
of respondent's specinen. Finally, the Adm nistrator presented
the testinony of Dr. Frank Esposito, director of LabCorp, and
accepted by the | aw judge as an expert in forensic toxicology,
who testified about the qualitative ("dipstick"”) and quantitative

("d ynmpus AUB00" or spectrocolorinmetric) testing procedures, and

(continued . . .)

Refusal to submt neans that an individual failed to
provide a urine sanple as required by 49 CFR Part 40,
w thout a genuine inability to provide a specinmen (as
determ ned by a nedical evaluation), after he or she
has received notice of the requirenent to be tested in
accordance wth this appendi x, or engaged in conduct
that clearly obstructed the testing process.

* The law judge's initial decision sets forth the hearing record
in considerable detail. See Initial Decision ("I.D.") at 4-17.
We summari ze sone, but by no neans all, of that naterial here to
provi de context for our discussion, but our decision is based
upon the entire record.



chain of custody practices, followed by LabCorp. Dr. Esposito
testified that the nitrite testing results of respondent's
speci nen were reliable.

Respondent deni ed adulterating his specinmen and testified
that he did not know of any reason why the speci nen tested
positive for nitrite. Respondent also presented the testinony of
Dr. Bruce Col dberger, accepted by the | aw judge as an expert in
forensi c toxicol ogy, who expressed, anong other things, concerns
about the validation of the nitrite testing procedures utilized
by LabCor p.

In rebuttal, the Adm nistrator presented, in addition to
nore testinmony fromDr. Esposito, testinony fromDr. David Kuntz,
accepted by the | aw judge as an expert in forensic toxicology,
and Dr. Yale Caplan, accepted by the |aw judge as an expert in
forensic toxicology and urine adulteration testing. Drs. Kuntz
and Caplan testified that the nitrite testing results from both
the dipstick test and the d ynpus AUB00 nmachi ne were reliable.

The | aw judge found, after making credibility assessnents
agai nst respondent’s contradictions of the nurse’s recollections
about the specinmen collection process, that:

there is no credible evidence that the
collection cup and speci nen bottl es used by
[r] espondent were accidentally contam nated
wth nitrite at the collection site, or that
the urine speci men provided by the

[r] espondent was accidentally or maliciously
contam nated wwth nitrite by soneone ot her
than [r]espondent after it left the
collection site while in transit to the

| aboratory, or at any tinme while at the

| aboratory facility prior to the tinme the
testing of that urine sanple occurred.



| .D. at 22. The |aw judge also found that the dipstick nitrite
test was not scientifically suitable, but that the d ynmpus AU3S00
nitrite test (which indicated 6,909 pug/nL) was scientifically
sui tabl e and, based on that test, upheld the section 61.14(b)
violation. The law judge affirned revocati on.

On appeal, respondent argues, anong other things, that: (1)
required collection procedures were not adequately followed, (2)
the nitrite testing at LabCorp was not conducted pursuant to
protocol s “pre-approved” by the Departnent of Health and Human
Services (“DHHS"), (3) the Aynpus AUSB00 nitrite testing was not
sufficiently validated to denonstrate scientific reliability, and
(4) the law judge’s finding that the dipstick test was not
scientifically suitable mandated di sm ssal of the action, because
two separate tests were required.EI The Adm ni strator appeals the
| aw judge’s finding that the dipstick test was not scientifically
sui t abl e.

We adopt as our own, for purposes of this appeal, the | aw
j udge’ s credibility-basedE]and t hor oughl y-reasoned det erm nati ons
regarding the integrity of the collection process and the

security of respondent’s sanple. In terns of the ultimate issues

® The Board does not have jurisdiction to rule on Constitutional

i ssues. See, e.qg., Admnistrator v. Lloyd, 1 NTSB 1826, 1828
(1972) (Board has no authority to review constitutionality of FAA
regul ations).

® See, e.g., Adninistrator v. Smith, 5 NTSB 1560, 1563 (1986)
(deference to credibility determ nations, unless shown to be
arbitrary or capricious); Chirino v. NISB, 849 F.2d 1525 (D.C
Cr. 1988) (the Board should reverse a | aw judge's findings when
a wtness's testinony is "inherently incredible").




presented by the Adm nistrator’s and respondent’s appeals, the
gquestions we need to address are: (1) whether the then-applicable
guidelines required two tests be used to denonstrate that
respondent adulterated his sanple with nitrites, and (2) if two
tests were required, whether the law judge erred in finding that
the qualitative “dipstick” test utilized by LabCorp was not
scientifically suitable.

Respondent argues that nitrite adulteration testing was
required to be performed using a two-test, two-aliquot process.
DHHS docunent PD-35, which set forth then-applicabl e binding
“gui dance” on all Part 40 drug testing |aboratories, requires
that nitrite concentration tests “follow scientifically suitable
met hods and produce results which are accurately quantified.”

Ex. A-5. Respondent argues that it was generally understood by
the scientific comunity that “scientifically suitable nmethods”
meant that a two-test, two-aliquot process was necessary, and in
support of this argunent he points to testinony provided by both
parties’ experts. The Adm nistrator, on the other hand, argues
that “DHHS gui dance did not call for the use of two procedures
and the testing of two aliquots until July 28, 1999 [when PD- 37
was issued], approximately two and one-half nonths after LabCorp
tested respondent’s specinen.”

We think this record denonstrates that the then-applicable
DHHS gui dance did, in fact, mandate a two-test, two-aliquot
approach to testing for nitrite adulteration in the context of
mandatory DOT drug testing. Wen asked by respondent’s counsel

whet her the two-test, two-aliquot requirement specifically



mentioned in PD 37 was, essentially, a requirenment for scientific
suitability, Dr. Esposito, for exanple, answered “yes.” Tr. at
503-10. Dr. David Kuntz, who testified for the Adm nistrator as
an expert in forensic toxicology, also appears to have enbraced a
simlar view when he testified that a “two-test system using
separate aliquots and separate technol ogy, when available” is a
“constituent elenment” of scientific suitability as it applies to
nitrite testing. Tr. at 2276-77. Dr. Col dberger al so enphasi zed
the inmportance of the two-test, two-aliquot approach, calling it
“the prem se for good forensic | aboratory practices.”l Tr. at
1858-59. Indeed, we think the specificity of PD-37 can be seen
not as a new requirenent, but, rather, a nore precise enunciation
of what many of the experts who testified already understood: a
two-test, two-aliquot approach is necessary to ensure a
scientifically suitable test that can be relied upon to yield
valid, accurate results.

Turning to the Adm nistrator’s appeal of the | aw judge’s
finding that the qualitative “dipstick” test performed by LabCorp
on respondent’s sanple was not scientifically suitable, we

di scern no error in the |law judge' s determ nati ons and

" Even Dr. Caplan, whomthe |aw judge cited in support of his
determ nation that PD-35 only required one test, cautioned that
his testinony that a single test m ght be adequate to prove that
respondent adulterated his urine sanple was froma “purely
scientific point of view and admtted that in the context of
forensic toxicology a two-test approach was the better practice.
Dr. Caplan also testified that in the context of validity
testing, he had recommended the two-test approach “froma
forensic point of view’



conclusions. The |aw judge, after noting that LabCorp did not
produce any witten validation study about the suitability of
usi ng the Bayer-manuf actured di agnostic dipsticks in a manner
contrary to the manufacturer’s instructions and for a purpose

ot her than for which they were engi neered, found that the
qualitative “dipstick” test “was not validated in any neani ngful
way that could be reviewed.” 1.D. at 24-27. Based on this |ack
of witten validation, as well as conflicting expert testinony
about whether the qualitative “dipstick” test procedures, as
expl ai ned by Dr. Esposito, were reliable, the | aw judge concl uded
that the “dipstick” test was not scientifically suitable.

The Adm ni strator argues, essentially, that the |aw judge
ignored the opinions of Drs. Esposito, Kuntz and Caplan that the
gqualitative “dipstick” test was appropriately validated by Dr.
Esposito, and, instead, favored the contrary and |l ess-qualified
opi nions of Dr. Col dberger, who, although qualified as an expert
in forensic toxicology, was not qualified as an expert in the
field of urine adulteration. Respondent, on the other hand,
argues that despite Bayer’s warning that its dipstick
instructions “MJST BE FOLLOWNED EXACTLY TO ACHI EVE RELI ABLE
RESULTS,” the qualitative nitrite adulteration test designed by
LabCorp’s Dr. Esposito deviated fromthose instructions and,
significantly, was not properly validated in accordance w th DHHS
gui dance.

These factors persuade us that the | aw judge did not abuse
his discretion when he found that LabCorp’ s qualitative

“di pstick” test was not sufficiently validated and, therefore,



was not denmonstrated to be scientifically suitable. Although we
do not necessarily doubt the scientific explanations rendered by
the Adm nistrator’s experts as to why LabCorp’ s deviations from
Bayer’s instructions were valid, we are troubled sonewhat by the
| ack of any witten validation study, or witten results froma

t horough and formal validation study, in this record. |ndeed,

al t hough the Adm nistrator’s witnesses who listened to Dr.
Esposito’s testinony generally found his description of the
val i dation experinentation he perfornmed nore than two years prior
to be descriptive of a reasonable or “excellent” validation, Dr.
Esposito, working fromnenory, incorrectly testified that he
believed he only deviated fromone of Bayer’s instructions when,
in fact, he deviated fromthree of them Tr. at 967-968.

Wthout a witten validation study, or at |east contenporaneous
scientific notes describing it, we are now unable to reliably
eval uate the validity of the qualitative procedure given the
uncertainty surrounding the thoroughness of Dr. Esposito’s
recol l ections. Mreover, unlike validation docunentation created
cont enporaneously with the devel opnent of this procedure, we now
must view Dr. Esposito’s recollections in the context in which he
made them -- in the face of a challenge to the accuracy of the
results obtained by a procedure he designed. W discern no error
in the law judge’s resolution of this matter.

ACCCRDI N&Y, |IT IS ORDERED THAT:

1. The Adm nistrator’s appeal is denied;
2. Respondent’ s appeal is granted;
3. The law judge' s initial decision is reversed to the



extent it is inconsistent with this opinion and order; and
4. The Adm nistrator’s Amended Order of Revocation is

rever sed.

HAMVERSCHM DT, GOGLI A, and BLACK, Menbers of the Board, concurred
in the above opinion and order. CARMODY, Vice Chairman, did not
concur. BLAKEY, Chairman, did not participate.
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